
United States Patent and Trademark Office 




UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1430 
www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



CONFIRMATION NO. 



09/919,635 



24353 



07/31/2001 



Garry P. Nolan 



7590 



02/08/2005 



BOZICEVIC, FIELD & FRANCIS LLP 
1900 UNIVERSITY AVENUE 
SUITE 200 

EAST PALO ALTO, CA 94303 



A-64260-41RMS/AMS 



6702 



EXAMINER 



WESSENDORF, TERESA D 



ART UNIT 



PAPER NUMBER 



1639 

DATE MAILED: 02/08/2005 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Office Action Summarv 


Application No. 
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Applicant(s) 
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Examiner 
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1639 





The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 01 November 2004 . 
2a)^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 26-27,29,31-37 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E>3 Claim(s) 26.27,29 and 31-37 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 1 9 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) O Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 
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DETAILED ACTION 
Status of Claims 

Claims 26-21, 29 and 31-37 are pending in the application 
and under consideration. 

Claims 1-25, 28, 30, 38-50 have been canceled. 
Withdrawn Objections and Rejections 

In view of declaration filed on 10/29/01, the requirement 
to submit a new declaration is withdrawn. In view of applicant's 
arguments the 112, 2 nd paragraph and 102 rejections no longer 
apply. 

Claim Rejections - 35 USC § 112, first paragraph 

The following is a quotation of the first paragraph of 3 5 
U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 2 6-27, 29 and 31-37, as amended, are rejected under 
35 U.S.C. 112, first paragraph, as failing to comply with the 
enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to 
enable one skilled in the art to which it pertains, or with 
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which it is most nearly connected, to make and/or use the 
invention for reasons advanced in the last Office action. 

Response to Arguments 

Applicants argue that a patent of a specification need not 
teach, and preferably omits, what is well known in the art. MPEP 
2164.01. The Applicants submit that once a bioactive peptide has 
been identified according to the screening step set forth in the 
claims, a wide variety of well known and routine biochemical and 
genetic methods would be available to one of skill in the art in 
order to identify the target for that bioactive peptide. For 
example, and as discussed on page 3 5 of the instant 
specification, such methods may employ biochemical means (e.g., 
immunoprecipitation or affinity columns) or genetic means (e.g., 

yeast mammalian two-hybrid or three-hybrid systems) . The 
Applicants respectfully submit that these methods were well 
known and routinely used prior to the instant priority date to 
identify binding partners for polypeptides of interest. In fact, 
two hybrid methods have been available since 1989 (Fields and 
Song Nature 1989 340:245-6; abstract submitted as Exhibit A) and 
were routinely used at the time of filing. 

In response, it is not controverted that the bioactive 
agent has to first be identified before any of the above-cited 
different methods can be employed to then identify a target. But 
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since no bioactive agent has been identified then, it is not 
clear how the known prior art methods can be applied therein. A 
review of page 35 of the instant specification provides only a 
general statement. The Fields and Song reference newly cited by 
applicants clearly identify each of the components used in the 
yeast method. Fields states "...we have generated a novel genetic 
system to study these interactions by taking advantage of the 
properties of the GAL4 protein... . this system may be applicable as 
a general method to identify proteins that interact with a known 

protein " (Emphasis added) . There is nothing in this disclosure 

that states that an intracellular target has been identified. It 
is not clear from the specification what is an "intracellular" 
target molecule. The claims are drawn to functional limitation 
of the method. Is not apparent either from the specification or 
claimed method as to how simply reciting the length of the 
peptide results in the object of the invention. Not everything 
which may be cited as prior art to preclude the grant of a 
patent can be equated with common knowledge for the purposes of 
meeting the enablement requirement of 112 . 

The determination of the numerous undefined and 
unpredictable components does not completely enable the claimed 
method. See University of Rochester v. G.D. Searle & Co., 68 
USPQ2d 1424 (DC WNY 2003) . [It is of interest to note US 
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6,153,380,0131111 4, issued to applicants, which contains the same 
method steps except done in an in vitro environment.] 

Double Patenting 
Claims 2 6-27, 29 and 31-37, as amended, are rejected under 
the judicially created doctrine of obviousness -type double 
patenting as being unpatentable over claims 1 and 4 of U.S. 
Patent Application No. 2002/0146710 ('710 application) for 
reasons advanced in the last Office action. 

Since applicants have not responded to this rejection, it is 
believed that applicants are acquiescing therewith. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the 
extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action 
is set to expire THREE MONTHS from the mailing date of this 
action. In the event a first reply is filed within TWO MONTHS 
of the mailing date of this final action and the advisory, action 
is not mailed until after the end of the THREE-MONTH shortened 
statutory period, then the shortened statutory period will 
expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated 
from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than 
SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to T. D. 
Wessendorf whose telephone number is (571) 272-0812. The 
examiner can normally be reached on Flexitime. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Andrew Wang can be 
reached on (571) 272-0811. The fax phone number for the 
organization where this application or proceeding is assigned is 
703-872-9306. 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval 
(PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free) . 
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